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DETAILED ACTION 

The amendment of 10/16/06 responding to an office action of 
4/11/06 amended claim 1. 

Claims examined on the merits are 1-22, which are all claims in 
5 the application. 

The text of those sections of Title 35, U.S. Code not included in 
this action can be found in a prior Office action. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 

10 112: 

The specification shall contain a written description of the invention, and of the 
manner and process of making and using it, in such full, clear, concise, and exact 
terms as to enable any person skilled in the art to which it pertains, or with 
which it is most nearly connected, to make and use the same and shall set forth the 
15 best mode contemplated, by the inventor of carrying out his invention. 

Claims 1-22 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The 
claim (s) contains subject matter which was not described in the 

20 specification in such a way as to reasonably convey to one skilled in 
the relevant art that the inventor (s), at the time the application was 
filed, had possession of the claimed invention. 

Adequate support is not found in the specification for ""retention 
or growth surface" in line 5 of claim 1. While the specification 

25 (page 6, lines 8 and 9) discloses that the microparticles contribute 
to the retention of the cells at the treatment site, this does not 
disclose that the microparticles provide a retention surface for 
cells. The microparticles aire disclosed as providing a surface for 
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growth of cells and not a surface for retention of cells. The 
specification does not disclose how the microparticles provide 
retention of the cells. To be consistent with the specification, 
claim 1 should be amended in line 5 by canceling ^'a'' before 

5 ''retention", after ''retention" inserting of the cells at the 

treatment site , and before "growth" inserting a . 

Claim Rejections - 35 USC § 102 
Claims 1-5 and 13-22 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Mooney et al (6,281,015 Bl) . 

10 The claims are drawn to a method of administering cells to a 

patient comprising injecting into a treatment site of a patient 
without open surgery to expose the treatment site a composition 
containing biodegradable, polymer microparticles and cells in an 
amount sufficient to provide a therapeutic effect in the patient. The 

15 therapeutic effect can be generation of new tissue. 

Mooney et al disclose administering to a patient microspheres 
containing bioactive factors such as growth factors (TGFli) , angiogenic 
factors or hormones such as insulin, glucagons and estrogen (col 8, 
lines 31-42) and cells that form cartilage (chondrocytes) (col 9, line 

20 19) . The cells and microspheres are suspended in or attached to a 
polymer matrix (paragraph bridging cols 8 and 9) . The microspheres 
and cells can be suspended in a polymer solution and injected into a 
patient prior to hardening of the suspension (col 9, lines 26-38, col 
12, lines 1-9, and col 18, claims 3 and 4) . The concentration of 

25 cells can be between 1 and 50 million cells/ml (col 12, line 8) such 
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as 50x10^ cells/ml (col 16^ line 51) or 5x10*^ cells/ml (col 17, line 
21) . 

Mooney et al disclose a method that is the same as presently 
claimed. The claims do not exclude injecting a polymer solution 
5 containing microspheres and cells as disclosed by Mooney et al. A 
morphogenic protein as in claims 20 and 21 is alternative to a growth 
factor and is not required by the claims when a growth factor is 
selected as the alternative. 

Response to Arguments 

10 The amendment urges that Mooney et al administer microparticles 

in a fibrous structure or a polymer solution. However, the present 
claims do not exclude the microparticles being in polymer solution 
when injected and the polymer solution forming a matrix after 
injection. Since both the cells and microparticles are in the polymer 

15 solution of Mooney et al before injection and after injection during 
hardening of the polymer solution, the cells are in contact with the 
microparticles before and after injection, and will be in contact with 
the microparticles in the matrix. Therefore, it would have been 
obvious that the surface of the microspheres of Mooney et al will 

2 0 provide a retention or growth surface for cells in the matrix. The 
microsparticles and cells of Mooney et al being in a matrix in vivo 
will not prevent the microparticles functioning as claimed as a 
retention or growth surface for the cells since the cells are in 
contact the microparticles inside the matrix. 
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The amendment urges that delivery of a polymer solution to a 
particular area is difficult. However, since Mooney et al inject a 
polymer solution and the claims do not exclude the cells and 
microparticles being in a polymer solution when injected at a 
5 treatment site, injection of a polymer solution is not sufficiently 
difficult to lead one away from injecting a polymer solution 
containing the microparticles and cells. 

Claim Rejections - 35 USC § 102 
Claims 1-5 and 13-22 are rejected under 35 U.S.C. 102(b) as being 
10 anticipated by Mooney et al (WO ,96/18411) . 

The claimed invention is described above. 

The disclosure of Mooney et al (WO 96/18411) is the same as. the 
disclosure of Mooney et al (6,281,015 Bl) . 

Mooney et al (WO 96/18411) disclose the presently claimed method. 
15 Response to Arguments 

The response to arguments set forth above also applies to this 
rejection since the same arguments in the amendment apply to both the 
above rejection and this rejection. 

Claim Rejections - 35 USC § 103 
20 Claim 6 is rejected under 35 U.S.C. 103(a) as being unpatentable 

over Mooney et al (WO 96/18411) or (6,281,015 Bl) in view of Purchio 
et al (5,902,741) . 

The. claim requires the treatment site to be the articular space 
of a joint. 
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Mooney et al (WO 96/18411) and (6,281,015 Bl) are described 
above • 

Purchio et al disclose in vitro culturing of cells on a three- 
dimensional framework to produce cartilage tissue for use in repairing 
5 articular cartilage of a joint (col 2, line 30 to col 3, line 21, col 
6, lines 8-31, and col 15, lines 40-51) . 

It would have been obvious to produce articular cartilage as the 
cartilage produced by Mooney et al (WO 96/18411) or (6,281,015 Bl) to 
obtain cartilage for use in repairing articular cartilage of a joint 
10 as suggested by Purchio et al. 

Response to Argxments 
The above response to the argument, urging that the 
microparticles of Mooney et al do not provide a retention and growth 
surface for cells, also applies to this rejection. While Purchio et 
15 al is not using microparticles, the use of microparticles to provide a 
retention or growth surface for cells is rendered obvious by Mooney et 
al. The references are applied together, and the invention becomes 
obvious when the references are considered in combination rather than 
each alone. Purchio et al is relied on to suggest injecting the cells 
20 of Mooney et al into the articular space of a joint when this is a 
site cartilage production is desired. 

Claim Rejections - 35 USC § 103 
Claims 7-12 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Mooney et al (WO 96/18411) or (6,281,015 Bl) in view 
25 of Holland et al (5,550,050). 
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The claims require the secretion of a biologically active 
secretory molecule to provide the therapeutic effect. 

Mooney et al (WO 96/18411) and {6,281,015 Bl) are described 
above . 

5 Holland et al disclose implanting in a host encapsulated 

secretory cells that release therapeutic substances (col 3, lines 19- 
25, and col 12, lines 15-20) . The cells can be PC12 cells (col 6, 
line 33) , pancreatic islet cells (col 9, lines 5-10) or adrenal 
chromaffin cells (col 15, lines 15-20) . The therapeutic substance can 

10 be insulin (col 9, lines 39 and 49, and col 10, line 18) or dopamine 
(col 10, lines 28 and 31) . 

It would have been obvious to include secretory cells as cells 
implanted by Mooney et al (WO 96/18411) or (6,281,015 Bl) to obtain 
the function of the cells to produce a therapeutic substance as 

15 suggested by Holland et al. Bioactive substances disclosed by Mooney 
et al (WO 96/18411) or (6,281,015 Bl) can be the same as therapeutic 
substances disclosed by Holland et al, and producing these substances 
or other therapeutic substances with secretory cells would have been 
obvious from the use of secretory cells taught by Holland et al . 

20 Response to Arguments 

The above response to the argument, urging that the 
microparticles of Mooney et al do not provide a retention and growth 
surface for cells, also applies to this rejection. While Holland et 
al is not using microparticles, the use of microparticles to provide a 

25 retention or growth surface for cells is rendered obvious by Mooney et 
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al. The references are applied together, and the invention becomes 
obvious when the references are considered in combination rather than 
each alone. Holland et al is relied on to suggest including secretory 
cells with the cells of Mooney et al to produce a biologically active 
5 secretory molecule when the function of such a molecule is needed. 

Claim Rejections - 35 USC § 103 
Claims 1-5 and 13-22 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Mooney et al (WO 96/18411) or (6,281,015 Bl) in view 
of Armstrong (5,830,507) and Dimoudis et al (5,980,888). 
10 The invention and Mooney et al (WO .96/18411) and (6,281,015 Bl) 

are described above. 

Armstrong discloses forming skin replacement by treatment of a 
skin injury with a slurry of microspheres coated with cells. 

Dimoudis et al disclose attaching keratinocytes to microcarriers 
15 to form a material for treatment of skin wounds. 

It would have been obvious to omit the polymer matrix or polymer 
solution of Mooney et al (WO 96/18411) or (6,281,015 Bl) and allow the 
cells to grow on the microspheres and produce tissue as suggested by 
Armstrong and Dimoudis et al using cells attached to microcarriers to 
20 form new skin tissue. The conditions of dependent claims are 

disclosed by (WO 96/18411) or (6,281,015 Bl) , or would have been . 
obvious from conditions disclosed by the references. 

Response to Arguments 
Contrary to the argument in the amendment, this rejection is not 
25 based on the microparticles of Mooney et al not providing a surface 
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for retention and growth of cells. The rejection is based on 
Armstrong and Dimoudis et al suggesting that the microparticles of 
Mooney et al can be injected without the microparticles and cells 
being in a polymer solution that forms a matrix. The above response 
5 to the argument, urging that the microparticles of Mooney et al do not 
provide a retention and growth surface for cells, also applies to this 
rejection. While Armstrong and Dimoudis et al treat skin wounds and 
do not inject microparticles and cells, it would have been obvious 
when Mooney et al is considered that cells and microparticles can be 

10 injected to a site where new tissue is desired. The references are 
applied together, and the invention becomes obvious when the 
references are considered in combination rather than each alone. 
There is seen nothing sufficient to lead one to believe microspheres 
coated with cells as disclosed by Armstrong and Dimoudis et al cannot 

15 be injected at a site as disclosed by Mooney et al for tissue repair 
when the cells are cells specific for repairing the tissue desired to 
be repaired. 

Claim Rejections - 35 USC § 103 
Claim 6 is rejected under 35 U.S.C. 103(a) as being unpatentable 
20 over the references as applied to claims 1-5 and 13-22 above, and 
further in view of Purchio et al . 

The claimed invention and the references are described above. 
When modifying Mooney et al (WO 96/18411) or (6,281,015 Bl) by 
omitting the polymer matrix or polymer solution as set forth above, it 
25 would have been obvious to produce articular cartilage as the 
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cartilage produced by Mooney et al (WO 96/18411) or (6,281,015 Bl) to 
obtain cartilage for use in repairing articular cartilage of a joint 
as suggested by Purchio et al . 

Response to Argument a 
5 Arguments traversing this rejection are unpersuasive for the type 

of reasons set forth above when responding to arguments traversing the 
rejection of claim 6. 

Claim Rejections - 35 USC § 103 
Claims 7-12 are rejected under 35 U.S.C. 103(a) as being 
10 unpatentable over the references as applied to claims 1-5 and 13-22 
above, and further in view of Holland et al . 

The claimed invention and the references are described above. 
When modifying Mooney et al (WO 96/18411) or (6,281,015 Bl) by 
omitting the polymer matrix or polymer solution as set forth above, it 
15 would have been obvious to include secretory cells as cells implanted 
by Mooney et al (WO 96/18411) or (6,281,015 Bl) to obtain the- function 
of the cells to produce a therapeutic substance as suggested by 
Holland et al . Bioactive substances disclosed by Mooney et al (WO 
96/18411) or (6,281,015 Bl) can be the same as therapeutic substances 
20 disclosed by Holland et al, and producing these substances or other 
therapeutic substances with secretory cells would have been obvious 
from the use of secretory cells taught by Holland et al . 

Vogel et al (6,660,301 Bl) is made of record to further disclose 
injecting microparticles and cells. 
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Response to Arguments 

The type of response set forth above in regard to arguments 
traversing the rejection of claims 7-12 also applies to this rejection 
of the claims. 

Double Patenting 

Claims 1-5 and 13-22 are rejected on the ground of nonstatutory 
obviousness -type double patenting as being unpatentable over claims 1- 
12 of U.S. Patent No. 6,719,970 Bl . Although the conflicting claims 
are not identical, they are not patentably distinct from each other 
because the presently claimed method of injecting cells and 
microparticles would have been obvious from the method claimed by the 
patent of generating cartilage by injecting chondrocytes and 
microparticles . 

Double Patenting 

Claim 6 is rejected on the ground of nonstatutory obviousness - 
type double patenting as being unpatentable over claims 1-12 of U.S. 
Patent No. 6,719,970 Bl in view of Purchio et al • 

It would have been obvious to produce articular cartilage as the 
cartilage produced by method of the patent claims to obtain cartilage 
for use in repairing articular cartilage of a joint as suggested by 
Purchio et al . 

Double Patenting- 
Claims 7-12 are rejected on the ground of nonstatutory 
obviousness -type double patenting as being unpatentable over claims 1- 
12 of U.S. Patent No. 6,719,970 Bl in view of Holland et al . 
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It would have been obvious to include secretory cells as cells 
implanted by the method of the patent claims to obtain the function of 
the cells to produce a therapeutic substance as suggested by Holland 
et al. Biologically active agents required by certain claims of the 
patent can be the same as therapeutic substances disclosed by Holland 
et al, and producing these agents with secretory cells would have been 
obvious from the use of secretory cells taught by Holland et al. 

Response to Arguments 
In responding to the above double patenting rejections, the 
amendment indicates that terminal disclaimers will be considered upon 
an indication of otherwise allowable subject matter. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection 
presented in this Office action. Accordingly, THIS ACTION IS MADE 
PINAL. See MPEP § 706.07(a). Applicant is reminded of the extension 
of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is 
set to expire THREE MONTHS from the mailing date of this action. In 
the event a first reply is filed within TWO MONTHS of the mailing date 
of this final action and the advisory action is- not mailed until after 
the end of the THREE -MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action 
is mailed, and any extension fee pursuant to 37 CFR 1.136(a) will be 
calculated from the mailing date of the advisory action. In no event. 
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however, will the statutory period for reply expire later than SIX 



MONTHS from the date of this final action. 



Any inquiry concerning this communication or earlier 



communications from the examiner should be directed to David M. Naff 
5 whose telephone number is 571-272-0920. The examiner can normally be 
reached on Monday-Friday 9:30-6:00. 

If attempts to reach the examiner by telephone are unsuccessful, 
the examiner's supervisor, Jon Weber can be reached on 571-272-0925. 
The fax phone number for the organization where this application or 
10 proceeding is assigned is 571-273-8300. 
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